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WARNING LETTER 

DearMr.Lucaa: . 

On November 15,M, 19,20,26 and December 13,2001, we inspected your seafood 
processing facility, located at Pier 45 Shed D-3, San Francisco, CA. We found that you 
have serious deviations fbm the seafood HACCP regulations in Title 21, Code of Federal 
Regulations, Part 123 (21 CFR 123). These deviations cause your Scombroid species fin- 
fish to be adulterated within the meaning of Section 402(a)(4) of the Federal Food, Drug, 
and Cosmetic Act (the Act), in that the fish have been piqued, packed, and held under 
insanitary conditions whereby they may be nzndered injurious to health. You may find 
the Act and the se&xxi HACCP regulations through links in FDA’s home page at 
www.fdageey See attuched ha&out, which gives information on how to obtain the P&h 
& Fisheries P&ducts Hazards & Controls Guidance, 3ti edition, June 2001. 

The serious deviations were as follows: 

1. You must implement the record keeping system listed in your HACCP plan to 
comply with 21 CFR 1236(b). However, your firm did not record monitoring 
observations (temperature, signs of decomposition, and adequacy of ice) at the 
receiving critical control point to control histamine formation during the dates of 
inspection(ll/l5-16/01, 11/19-20/01,and 11/26/01). 

2. You must adequately monitor sanitation conditions and practices during processing, 
to comply with 21 CFR 123.1 l(b). However, your firm did not monitor: 

a. Condition and cleanliness of food-contact surfaces with sufficient frequency to 
ensure contro1, as evidenced by FDA’s findings of Listena monocytogems in the 
swabs of the following areas of your processing facility on November 26,200 1: 



A&bad T. Lucas, PrcGdent PaSe2 . . . . 
North Coast Asb#les. 

l * Walk-in cooler a@ curtain 
a Plastic ha&art in walk-in cooler 
l Metalscale 
0 Plastic mting boards supporting scale, filleting table 
l Table with ice, filleting cable. 
l Cleanedtote 

b. Prevention of cross-contamination. 
l Specifically, an employee was observed using the ice shovel stoxed on the 

processing room floor to scoop clean ice on top of processed fish wiyti 
WI&@ or sanit.+ii$in between. An employet+ was observed placing thk iti 
shovel in the gart++ &‘and@n us&$ $ to scoop ice on top of processed 
fish without washihg pi sani* in between. 

l TWO employeq&e obqerved chewing gum and spitting on the processing 
room floor on.l1~6/01~ ,’ ,/‘<’ ~, 

During FDA review of the inspection report for histamine-forming fin-fish, we noted the 
following’items that need to be brought to your attention: 

a. Your HACCP plan for fin-fish (ciguatem and histamine) should specify that 
I’internal’ temperature, rather than just product temperature is to be monitored at 
receiving. In addition, the monitoring procedures should state that a representative 
number of the largest fish will be m&&xed. 

b. A HACCP plan cannot include two unrelated hazards, as in the case of your plan 
for fin-fish (ciguatera and histamine). Since your hazard analysis for these types 
of fin-fish indicated that you are the secondary processor and that the primary 
processor addressed the potential for ciguatera poisoning, you may delete 
reference to ciguatera in this plan. 

c. If you are also a primary processor of histamine-forming species of fish, then you 
will need to develop a separate HACCP plan. In this case, you will need to 
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include harvest vessel controls at the receiving critical control point. See p. 88 of 
Chapter 7 of the Fish & Fisheries Products Hazards & Controls Guidance, 3d 
edition, June 2001. A copy of this chapter is enclosed for your ready reference. 

d. Please note that we have not reviewed your HACCP plans for other seafood 
commodities. It is your responsibility to ensure that these plans are in FDA 
compliance. 

e. Please note that you should use the Fish & Fisheries Products Hazards & Controls 
Guidance, 3d edition, June 2001 for information and guidance on developing 
and/or revising your HACCP plans. 

At the conclusion of the inspection, the deviations were listed on Form FDA 483 
(Inspectional Observations) a&l discussed with Mr. Peter Pomilia, Vice President. A 
copy of this form is enclosed for your ready reference. This list is not meant to be an all- 
inclusive list of violations. You are responsible for ensuring that your processing facility 
operetesin~~~~,~~theseafood~~~o~andtheGood ~&&&&g~~~~(21 cFR 11o): 

We acknoyy&$~~~ frpm your firm faxed by Danny Mart&z on December 
27,200l in ~whioh,$$$~@#$@o Form FDA 483 dated 12./13/01. You state that 
temp&&m’&d cooling~ are checked daily and records are available. You must 
also check for and record signs of decomposition as stated in your HACCP plan. Some 
of your other responses we; not specific-and quite general in nature. 
a new component to your sanitation program by having 
monthly inspections and analytical testing for environm 

I We may take further action if you do not promptly correct these violations. For instance, 
we may take turther action to s&e your products and/or enjoin your firm from operating. 
Please respond in writing within fifteen (15) working days of receipt of this letter. Your 
response should outline the specific things you are doing to correct these deviations. You 
may wish to include in your response documentation that would assist us in evaluating 
your corrections. If you cannot complete all corrections before you respond, we expect 
that you will explain the reason for your delay, and state when you will correct any 
remaining deviations. 
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Y o u r  response  shou ld  b e  d i rected to : M s. Ha rum i  K ishida,  Comp l i ance  O f& xx, U .S . 
F o o d  a n d  D rug  A d m inistrat ion, 1 4 3  1  Ha rbo r  B a y  Pa rkway , A l a m e d a , C A  9 4 5 0 2 - 7 0 7 0 . 
If you  have  any  ques tions  rega rd ing  any  issue in  th is  letter, p lease  con tac t M s. K ish ida a t 
(5  10 )  3 3 7 - 6 8 2 4 . 

S incerely,  

Denn is  K . L ins ley 
District Di rector  
S a n  Franc isco District 

Enc losu re : 
H a n d o u t o n  h o w  to  o b ta in  th e  F ish &  F isher ies P roduc ts Hazards  $  C o n trols 

G u idance , 3 ”‘ed i tio n , June  2 0 0 1  
., jqy@ ? l q $ p ~ :~  
‘:,cw  7 ,6 f th e  F ish &  F isher ies P roduc ts Hazards  &  C o n trols G u idance , 3 ti 
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